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Mr.  Kennedy,  from  the  Committee  on  Labor  and  Human 
Resources,  submitted  the  following 

REPORT 

[To  accompany  S.  1729] 

The  Committee  on  Labor  and  Human  Resources,  to  which  was 
referred  the  bill  (S.  1729)  to  amend  the  Public  Health  Service  Act 
to  require  drug  manufacturers  to  provide  affordable  prices  for 
drugs  purchased  by  certain  entities  funded  under  the  Public 
Health  Service  Act,  and  for  other  purposes,  having  considered  the 
same,  reports  favorably  thereon  with  an  amendment  and  recom- 
mends that  the  bill  as  amended  do  pass. 
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The  amendment  is  as  follows: 

Strike  all  after  the  enacting  clause  and  insert  the  following: 

SECTION  1.  DISCOUNTS  FOR  THE  PURCHASE  OF  CERTAIN  DRUGS. 

(a)  Purpose. — It  is  the  purpose  of  this  section  to  ensure  tha^  certain  entities 
funded  under  the  Public  Health  Service  Act  receive  a  discount  on  prices  for  pre- 
scription drugs  comparable  to  the  Medicaid  rebate  amount  without  creating  a  new 
best  price  for  purposes  of  calculating  the  Medicaid  rebate,  and  with  a  minimum  of 
administrative  costs  and  burdens. 

(b)  Amendment  to  Public  Health  Service  Act. — Title  XXI  of  the  Public  Health 
Service  Act  (42  U.S.C.  300aa-l  et  seq.)  is  amended— 
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(1)  in  the  title  heading  by  inserting  "AND  CERTAIN  DRUG  PURCHASES"; 
and 

(2)  by  adding  at  the  end  thereof  the  following  new  part: 

"PART  E— DISCOUNTS  FOR  THE  PURCHASE  OF  CERTAIN  DRUGS 

"SEC.  2141.  DISCOUNTS  FOR  THE  PURCHASE  OF  CERTAIN  DRUGS. 

"(a)  Requirement. — An  entity  that  receives  funds  under  this  Act  may  not  pur- 
chase any  drug  or  biological  described  in  this  section  that  is  produced  by  a  manufac- 
turer unless  the  manufacturer  enters  into  a  written  agreement  with  the  Secretary 
that  requires  the  manufacturer  to  provide  a  discount  price,  as  determined  under 
subsection  (c)(1)(A),  to  the  covered  entity  for  the  purchase  of  drugs  as  described  in 
subsection  (b)  or  the  manufacturer  enters  into  a  negotiated  agreement  under  subsec- 
tion (c)(1)(B)  or  (d). 

"(b)  Covered  Entities. — A  drug  of  the  type  described  in  subsection  (a)  shall  be  a 
drug  as  defined  in  section  1927(k)(2)  of  the  Social  Security  Act,  and  any  over  the 
counter  drug,  birth  control  device,  or  vaccine  that  is  purchased  and  dispensed  by,  or 
under  a  contract  entered  into  for  on-site  pharmacy  services  with — 

"(1)  a  migrant  health  center  receiving  assistance  under  section  329; 

"(2)  a  community  health  center  receiving  assistance  under  section  330; 

"(3)  an  entity  receiving  assistance  under  section  340; 

"(4)  an  alcohol  or  drug  treatment  entity  or  mental  health  entity  receiving  as- 
sistance under  title  V  or  title  XIX; 

"(5)  a  family  planning  project  described  in  section  1001; 
"(6)  an  entity  receiving  assistance  under  title  XXVI; 
"(7)  a  black  lung  clinic  authorized  under  this  Act; 

"(8)  a  clinic  that  treats  sexually  transmitted  diseases  and  is  authorized  under 
section  318; 

"(9)  an  entity  receiving  funds  to  provide  primary  health  services  to  residents 
of  public  housing  under  section  340A; 

"(10)  a  non-Federal  entity  authorized  under  the  Indian  Self-Determination 
Act;  and 

"(11)  a  tuberculosis  clinic  receiving  assistance  under  section  317(j)(2)  or 
317(k)(2); 

or  purchased  or  dispensed  by  any  satellite  entity  of  any  of  the  entities  described  in 
paragraphs  (1)  through  (11),  and  used  for  the  purpose  for  which  funding  is  provided 
for  such  entities  pursuant  to  this  section  as  specified  in  paragraphs  (1)  through  (11). 
This  section  shall  apply  to  an  entity  only  if  it  is  principally  engaged  in  the  purpose 
for  which  funding  is  provided  under  this  Act.  An  entity  with  respect  to  which  funds 
are  provided  under  this  Act  and  which  is  a  district  part  of  a  larger  organization 
(whether  or  not  it  is  legally  distinct)  shall  be  treated  as  a  separate  entity  for  pur- 
poses of  this  section. 
"(c)  Amount. — 

"(1)  In  GENERAL. — ^The  discount  price  described  in  subsection  (a)  shall  be — 
"(A)  equal  to — 

"(i)  the  price  of  the  same  type  of  drug  or  biological  product  procured 
by  the  Department  of  Veterans  Affairs  that  is  listed  under  and  pur- 
chased off  of  the  Federal  Supply  Schedule  of  the  General  Services  Ad- 
ministration; or 

"(ii)(I)  the  average  manufacturers  price  of  the  drug  or  biological,  as 
defined  under  section  1927  of  the  Social  Security  Act,  for  the  quarter 
ending  3  months  prior  to  the  quarter  in  which  such  computation  is 
made,  or  such  other  period  as  determined  appropriate  by  the  Secretary; 
plus  or  minus 

"(II)  the  product  of  the  average  manufacturers  price  (as  defined  in 
subclause  (I))  and  the  percentage  increase  or  decrease  in  the  manufac- 
turers wholesale  list  price  (that  price  charged  wholesalers  by  manufac- 
turers for  such  drug  or  biological  and  published  periodically  by  such 
manufacturers)  of  such  drug  or  biological  over  the  previous  two  quar- 
ters; less 

"(III)  the  minimum  flat  percentage  rebate  amounts  specified  under 
section  1927(c)  of  the  Social  Security  Act  applicable  to  classes  of  drugs 
as  defined  under  section  1927(k)  of  the  Social  Security  Act,  except  that 
noninnovator  multiple  source  drugs  (as  defined  under  section 
1927(k)(7)(A)(iii)  of  such  Act)  shall  not  be  subject  to  such  minimum  per- 
centage rebate  amount;  or 
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"(B)  the  price  negotiated  with  or  on  behalf  of  the  covered  entity  making 
the  purchase; 
whichever  is  lowest. 

"(2)  Maximum  discount. — A  discount  provided  pursuant  to  paragraph  (l)(A)(i) 
shall  not  exceed — 

"(A)  25  percent  of  the  amount  determined  under  paragraph  (IXAXii)  (I) 
and  (II)  with  respect  to  such  drug  or  biological  for  the  first  year  following 
the  date  of  enactment  of  this  section;  and 

"(B)  25  percent  of  the  amount  determined  under  paragraph  (l)(A)(ii)  (I) 
and  (II)  with  respect  to  such  drug  or  biological,  increased  in  the  second  and 
each  subsequent  year  following  the  date  of  enactment  of  this  section  based 
on  the  percentage  point  increase  in  the  Consumer  Price  Index. 
"(3)  No  PROHIBITION  ON  LARGER  DISCOUNTS. — Nothing  in  this  section  shall  pro- 
hibit a  manufacturer  from  providing  a  discount  that  is  greater  than  the  dis- 
count required  under  this  section. 
"(d)  Negotiation  of  Certain  Contracts. — With  respect  to  drugs  or  biologicals 
that  the  Secretary  determines  were  nominally  priced  (those  that  have  a  cost  to  the 
covered  entities  that  is  less  than  10  percent  of  the  average  manufacturers  price  for 
such  drug  or  biological)  as  of  October  1,  1990,  the  Secretary  shall,  on  behalf  of  and 
in  cooperation  with  covered  entities  receiving  assistance  under  this  section  as  de- 
scribed in  subsection  (b),  negotiate  new  contracts  or  renegotiate  current  contracts, 
within  60  days  after  the  date  on  which  such  negotiations  begin,  for  drugs  and  biolo- 
gicals purchased  or  dispensed  by  such  entities  with  a  view  toward  achieving  the 
lowest  possible  price.  Covered  entities  may  elect  to  opt-out  of  the  provisions  of  this 
subsection  with  respect  to  the  Secretary's  duty  to  negotiate.  The  limitations  con- 
tained in  subsection  (c)(2)  shall  not  apply  to  contracts  negotiated  or  renegotiated 
under  this  subsection. 
"(e)  Certification  of  Eugible  Entities. — 

"(1)  Development  of  process. — Not  later  than  60  days  after  the  date  of  enact- 
ment of  this  section,  the  Secretary  shall  develop  and  implement  a  process  for 
the  certification  of  entities  that  are  eligible  to  receive  the  discounts  provided  for 
under  this  section. 

"(2)  Inclusion  of  purchase  information. — The  process  developed  under 
paragraph  (1)  shall  include  a  requirement  that  an  entity  applying  for  certifica- 
tion under  such  paragraph  submit  information  to  the  Secretary  concerning  the 
amount  such  entity  expended  for  drugs  and  biologicals  in  the  preceding  year  so 
as  to  assist  the  Secretary  and  drug  manufacturers  in  evaluating  the  validity  of 
the  entity's  subsequent  purchases  of  drugs  and  biologicals  at  discounted  prices. 

"(3)  Criteria. — The  Secretary  shall  submit  to  all  drug  and  biological  manufac- 
turers a  description  of  the  criteria  for  eligibility  for  discounts  under  this  section 
and  the  certification  process  developed  under  paragraph  (1). 

"(4)  List  of  purchasers  and  dispensers. — The  certification  process  developed 
by  the  Secretary  under  paragraph  (1)  shall  include  procedures  under  which 
each  State  shall,  not  later  than  30  days  after  the  submission  of  the  descriptions 
under  paragraph  (3),  prepare  and  submit  a  report  to  the  Secretary  that  contains 
a  list  of  those  entities  in  the  State  that  purchase  and  dispense  drugs  and  biolo- 
gicals and  are  provided  with  assistance  under  part  B  of  title  XIX. 

"(5)  Recertification. — The  Secretary  shall  require  the  recertification  of  eligi- 
ble entities  on  a  not  more  frequent  than  annual  basis,  and  shall  require  that 
such  entities  submit  information  to  the  Secretary  to  permit  the  Secretary  to 
evaluate  the  validity  of  subsequent  purchases  by  such  entities  in  the  same 
manner  as  that  required  under  paragraph  (2). 
"(f)  Bid  Process.— Not  later  than  90  days  after  the  date  of  enactment  of  this  sec- 
tion, the  Secretary,  in  consultation  with  the  Secretary  of  Veterans  Affairs,  shall  de- 
velop and  implement  a  bid  process  to  establish  a  prime  vendor  program  under 
which  covered  entities  compensate  wholesalers  for  distribution  and  related  services 
to  facilitate  drug  purchases  to  which  discounts  will  apply  under  this  section.  In 
order  to  qualify  for  benefits  under  such  program,  distribution  with  respect  to  drug 
purchases  must  be  through  made  wholesalers.  If  a  manufacturer  distributes  drugs 
or  biologicals  to  which  this  section  applies  directly  to  a  covered  entity,  such  manu- 
facturer shall  be  responsible  for  the  distribution  costs  incurred. 

"(g)  Relation  to  Social  Security  Act. — A  drug  manufacturer  may  not  be  re- 
quired to  pay  a  rebate  under  section  1927  of  the  Social  Security  Act  or  any  other 
government  program  with  respect  to  a  drug  or  biological  dispensed  to  an  individual 
receiving  services  from  a  covered  entity  if  such  manufacturer  has  provided  a  dis- 
count under  this  section  to  the  covered  entity  for  such  drug  or  biological.  When 
seeking  reimbursement  under  title  XIX  of  such  Act  for  a  drug  or  biological  dis- 


pensed,  a  covered  entity  shall  notify  the  State  Medicaid  agency  if  the  covered  entity 
received  a  discount  on  the  drug  or  biological  under  this  section. 

"(h)  Report. — Not  later  than  18  months  after  the  date  of  enactment  of  this  sec- 
tion, the  Secretary  shall  prepare  and  submit  to  the  appropriate  committees  of  Con- 
gress a  report  that  shall  contain — 

"(1)  a  description  of  the  drugs  or  biologicals  purchased  under  agreements  en- 
tered into  under  this  section  and  the  amounts  of  such  purchases; 

"(2)  an  assessment  of  the  effectiveness  of  the  discount  program  under  this  sec- 
tion, including  the  savings  achieved  and  the  administrative  costs  associated 
with  such  program; 

"(3)  recommendations  for  legislation  that  would  improve  such  program;  and 
"(4)  any  other  information  determined  appropriate  by  the  Secretary, 
"(i)  Prohibition  on  Resale. — A  covered  entity  that  receives  a  discount  under  this 
section  for  the  purchase  of  a  drug  or  biological  may  not — 

"(1)  resell  or  otherwise  transfer  such  drug  or  biological  to  a  person  other  than 
a  patient  of  the  covered  entity; 

"(2)  purchase  such  drug  or  biological  on  behalf  of  an  entity  that  is  considered 
a  separate  entity  under  subsection  (b)  or  on  behalf  of  any  person  other  than  the 
covered  entity;  or 

"(3)  dispense  or  administer,  directly  or  through  a  contract,  such  drug  or  bio- 
logical to  an  individual  who  is  not  receiving  the  drug  or  biological  as  a  patient 
of  the  covered  entity. 

A  covered  entity  found  to  have  sold  a  drug  in  violation  of  this  subsection  shall  be 
subject  to  a  civil  penalty  in  the  amount  of  $25,000  for  each  such  violation, 
"(j)  Application  of  Section. — 

"(1)  Initial  year. — The  provisions  of  subsection  (a)  shall  not  apply  to  covered 
entities  and  manufacturers  during  the  1-year  period  beginning  on  the  date  of 
enactment  of  this  section. 

"(2)  Subsequent  years. — Subsequent  to  the  period  referred  to  in  paragraph 
(1),  if  the  Secretary  determines  that  the  number  of  manufacturers  that  have  en- 
tered into  agreements  of  the  type  described  in  subsection  (a)  is  comparable  to 
the  number  of  manufacturers  providing  rebates  under  section  1927  of  the  Social 
Security  Act,  the  Secretary  shall  waive  the  requirements  of  this  section.  If  the 
Secretary  determines  at  any  time  after  such  period  that  the  number  of  manu- 
facturers entering  into  such  agreements  is  not  so  comparable,  the  Secretary 
shall  enforce  the  provisions  of  subsection  (a)  with  respect  to  manufacturers  and 
covered  entities, 
"(k)  Dispute  Resolution. — 

"(1)  Application. — This  subsection  shall  apply  when  a  manufacturer  that  is 
subject  to  an  agreement  under  this  section,  or  when  a  covered  entity,  believes 
that— 

"(A)  information  utilized  under  this  section  with  respect  to  such  manufac- 
turer or  covered  entity  is  inaccurate,  incomplete,  or  discrepant  in  a  materi- 
al respect;  or 

"(B)  the  Secretary  has  breached  the  discount  agreement  with  respect  to 
such  manufacturer  or  covered  entity  in  any  material  respect. 

"(2)  Notice. — If  a  manufacturer  determines  that  a  dispute  may  exist  with  re- 
spect to  any  of  the  matters  described  in  paragraph  (1),  such  manufacturer  shall 
provide  prompt  notice  of  the  disputed  item  to  the  Secretary.  Such  notice  shall 
describe  the  disputed  item  in  sufficient  detail  to  permit  the  Secretary  to  under- 
stand the  issue,  prepare  a  response,  and  participate  in  negotiations  with  the 
manufacturer  concerning  such  dispute. 

"(3)  Best  efforts  at  resolution. — ^The  Secretary  and  a  manufacturer  submit- 
ting a  notice  described  in  paragraph  (2)  shall  utilize  their  best  efforts  to  resolve 
the  dispute  informally  within  60  days  of  the  Secretary's  receipt  of  such  notifica- 
tion. 

"(4)  Failure  to  resolve. — If  the  Secretary  and  a  manufacturer  submitting  a 
notice  under  paragraph  (2)  are  unable  to  resolve  the  dispute  through  the  infor- 
mal process  undertaken  under  paragraph  (3)  within  the  period  specified  in  such 
paragraph,  the  Secretary  shall  appoint  a  hearing  officer  to  conduct  a  hearing 
concerning  the  dispute,  either  on  the  record  or  through  the  presentation  of  tes- 
timony. 

"(5)  Hearing. — 

"(A)  Conduct. — A  hearing  shall  be  conducted  not  earlier  than  30  dajrs 
after  notice  of  such  hearing  is  provided  to  the  parties  by  the  hearing  officer 
appointed  under  paragraph  (4). 


5 


"(B)  Recommendation. — Not  later  than  10  days  after  the  close  of  a  hear- 
ing conducted  under  this  paragraph,  the  hearing  officer  shall  issue  a  recom- 
mended decision. 

"(C)  Decisions. — The  decision  of  a  hearing  officer  under  subparagraph  (B) 
shall  be  based  upon  the  evidence  presented  at  the  hearing  or  otherwise  in- 
cluded in  the  hearing  record.  Such  decision  shall  be  made  in  writing  and 
shall  contain  findings  of  fact  and  statement  of  reasons.  A  copy  of  such  deci- 
sion shall  be  mailed  to  each  party  to  the  hearing. 

"(D)  Submissions. — Not  later  than  30  days  after  receiving  a  copy  of  the 
hearing  officer's  recommendation  under  subparagraph  (C),  a  party  to  the 
hearing  may  file  a  written  submission  in  support  of  the  position  of  such 
party. 

"(E)  Final  decision. — Not  later  than  60  days  after  the  issuance  of  a  rec- 
ommendation under  subparagraph  (B),  the  Secretary  shall  issue  a  final  de- 
cision with  respect  to  the  dispute  involved.  If  such  decision  is  adverse  to  the 
manufacturer,  the  manufacturer  may  seek  such  any  judicial  review  avail- 
able under  Federal  law. 

"(F)  Suspension  of  discount. — A  manufacturer's  obligation  to  provide  a 
discount  with  respect  to  that  quantity  of  a  drug  or  biological  that  is  the 
subject  of  a  dispute  under  this  paragraph  shall  be  suspended  until  the  Sec- 
retary has  made  a  final  decision  under  subparagraph  (E).  Once  the  Secre- 
tary issues  a  final  decision  with  respect  to  such  dispute  that  is  adverse  to 
the  manufacturer,  the  discount  price  determined  by  the  Secretary  under 
such  decision  shall  apply  retroactively  to  the  date  on  which  such  dispute 
arose. 

"(1)  Audits. — ^The  Secretary  and  the  manufacturer  of  a  drug  or  biological  to  which 
a  discount  has  been  applied  under  this  section  may  perform  audits  under  this  sec- 
tion. The  Secretary,  covered  entities,  wholesalers,  and  such  manufacturers  shall 
make  available  the  statements  and  information  utilized  in  making  determination 
under  such  subsection  and  such  underlying  records  as  may  exist.  Adjustments  to 
discounts  shall  be  made  to  the  extent  that  information  indicates  that  the  number  of 
units  of  a  drug  or  biological  purchased  by  such  covered  entities  or  the  prices  provid- 
ed by  the  manufacturer  were  greater  or  lesser  than  previously  specified.  The  manu- 
facturer may  only  audit  those  records  relating  to  their  products. 

"(m)  Confidentiauty. — All  information  contained  in  any  statements,  information 
or  records  provided  or  made  available  by  a  manufacturer  or  a  wholesaler  to  the  Sec- 
retary or  a  hearing  officer  under  this  section  shall  remain  confidential, 
"(n)  Definition. — As  used  in  this  section: 

"(1)  Covered  entity. — The  term  'covered  entity'  means  an  entity  described  in 
any  of  paragraphs  (1)  through  (11)  of  subsection  (b). 

"(2)  Over  the  counter  drug. — The  term  'over  the  counter  drug'  means  a  drug 
that  may  be  sold  without  a  prescription  and  which  is  prescribed  by  a  physician 
(or  other  persons  authorized  to  prescribe  such  drug  under  State  law).  Such 
drugs  shall  be  subject  to  a  discount  based  on  the  amount  of  the  rebate  provided 
under  section  1927(c)(3)  of  the  Social  Security  Act.". 

I.  Background  and  Need  for  Legislation 

Americans  are  increasingly  concerned  about  the  cost  of  health 
care  including  the  high  cost  of  prescription  drugs. 

drug  price  increases  exceed  general  and  medical  care 

inflation 

In  hearings  last  year,  the  Labor  and  Human  Resources  Commit- 
tee heard  testimony  documenting  that  drug  price  increases  in  the 
1980's  exceeded  the  general  inflation  rate  by  more  than  250  per- 
cent. U.S.  Department  of  Labor,  Bureau  of  Labor  Statistics  data 
shows  that  since  1984,  price  inflation  for  prescription  drugs  has  ex- 
ceeded the  inflation  rate  for  all  medical  care  services.  A  recent 
analysis  by  PCS  breaks  down  the  components  of  drug  price  infla- 
tion, weighted  by  utilization.  These  data  reveal  that  from  Septem- 
ber 1990  through  June  1991,  price  increases  for  drugs  under  patent 
were  16  percent,  for  drugs  previously  under  patent  were  18  percent 
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and  for  generic  drugs  were  6  percent.  General  inflation  was  about  5 
percent  for  the  same  period. 

MEDICAID  DISCOUNT  DRUG  LEGISLATION  EXCLUDES  PUBLIC  HEALTH 
SERVICE  ACT  GRANTEES 

In  the  fall  of  1990,  Congress  first  acted  to  restrain  drug  price  in- 
creases for  state  Medicaid  programs.  On  October  27,  1990,  Section 
1924  of  the  Omnibus  Reconciliation  Act  of  1990  was  passed  by  the 
Congress,  which  required  drug  manufacturers  of  offer  rebates  to 
state  Medicaid  programs.  These  rebates  are  determined  by  a  com- 
plex formula,  which  is  based  on  a  drug  manufacturer's  ''best 
price" — or  lowest  price  at  which  a  manufacturer  sells  a  particular 
product. 

However,  last  year's  legislation  overlooked  Public  Health  Service 
Act  (PHSA)  clinics.  These  clinics  include  community  and  migrant 
health  centers,  black  lung  clinics,  drug  treatment  clinics,  communi- 
ty mental  health  clinics,  and  family  planning  clinics  that  also  serve 
the  needy.  PHSA  clinics  have  neither  the  protection  of  the  Medic- 
aid law  nor  the  market  clout  to  negotiate  favorable  drug  prices. 

PHSA  programs  serve  low  and  moderate  income  individuals  and 
families  that  cannot  afford  to  contribute  to  skyrocketing  health 
care  prices,  including  those  for  pharmaceuticals.  Almost  half  of  the 
patients  served  by  community  and  migrant  health  centers,  for  ex- 
ample, are  medically  uninsured,  on  marginal  incomes,  and  have  no 
other  source  to  turn  to  for  preventive  and  primary  care  services. 

II.  History  of  the  Legislation 

S.  1729  was  introduced  on  September  19,  1991,  by  Senator 
Edward  M.  Kennedy,  with  Senators  Simon,  Mikulski  and  Hollings, 
as  original  co-sponsors.  A  companion  bill,  H.R.  3405,  was  intro- 
duced by  Representatives  Wyden  and  Cooper. 

III.  Hearings 

A  hearing  was  held  on  S.  1729  by  the  Committee  on  Labor  and 
Human  Resources  on  October  16,  1991. 

IV.  Votes  in  Committee 

An  amendment  in  the  nature  of  a  substitute  was  offered  by  Sen- 
ators Edward  M.  Kennedy  and  Orrin  Hatch  at  an  executive  session 
of  the  Committee  on  Labor  and  Human  Resources  on  February  5, 
1992.  The  amendment  was  adopted  by  voice  vote  of  the  Committee, 
which  then,  by  a  recorded  vote  of  17  yeas,  0  nays,  favorably  report- 
ed the  bill  to  the  full  Senate. 

V.  CoMMiiTEE  Views 

The  purpose  of  this  legislation  is  to  ensure  that  certain  entities 
funded  under  the  Public  Health  Service  Act  (PHSA)  receive  more 
affordable  prices  for  prescription  drugs,  biologicals  (including  vac- 
cines), birth  control  devices,  and  over-the-counter  drugs  with  a  min- 
imum of  administrative  cost. 
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COVERED  ENTITIES 

Section  2141(b)  lists  the  entities  eligible  for  the  discount  drug 
program.  According  to  Dr.  James  Mason,  Assistant  Secretary  for 
Health,  there  were  1,028  covered  entities  in  fiscal  year  1990.  This 
number  does  not  include  tuberculosis  clinics,  non-profit  grantees  of 
the  Indian  Health  Service  and  public  housing-based  primary  care 
clinics,  which  were  added  to  S.  1729  subsequently,  and  which  the 
Committee  estimates  adds  about  100  entities  to  the  total.  (Neither 
of  these  estimates  are  adjusted  to  exclude  entities  ineligible  be- 
cause they  do  not  offer  pharmacy  services.) 

The  letter  providing  this  information  is  reproduced  below: 

Department  of  Health  and  Human  Services, 

Washington,  DC,  November  15,  1991. 

Hon.  Edward  M.  Kennedy, 

Chairman,  Committee  on  Labor  and  Human  Resources, 
U.S.  Senate,  Washington,  DC. 

Dear  Mr.  Chairman:  This  is  in  response  to  your  request  of  Octo- 
ber 10  concerning  the  impact  of  S.  1729,  the  Public  Health  Clinic 
Prudent  Pharmaceutical  Purchasing  Act.  Specifically,  you  request- 
ed a  list  of  the  designated  clinics  under  certain  Public  Health  Serv- 
ice Act  authorities  and  some  notation  to  identify  which  clinics  were 
equipped  with  a  pharmacy  capable  of  purchasing  and  dispensing 
pharmaceuticals. 

Our  response  addresses  "grantees"  since  clinic  identities  are  not 
readily  available  where  the  grantee  is  a  State  or  local  unit  of  gov- 
ernment or  a  research  entity.  Under  four  of  the  eight  authorities, 
units  of  government  are  the  predominant  grantees.  Additionally, 
since  our  FY  1991  award  data  have  not  been  made  final,  we  have 
used  our  FY  1990  database.  We  are  aware  of  some  increases  in 
grantees  between  FY  1990  and  FY  1991,  especially  in  the  Title 
XXVI  programs,  which  have  increased  from  30  to  over  150  grant- 
ees. 

In  the  grantee  groups  named  in  your  request,  there  were  1,028 
unique  entities  in  FY  1990.  Of  this  number,  701  were  clinics,  health 
centers,  or  other  health  organizations  or  research  entities,  and  the 
remaining  327  were  State  or  local  units  of  government.  There  were 
557  entities  which  received  grants  under  section  329,  section  330,  or 
both.  Grantee  counts  for  each  of  the  requested  groups  are  provided 
at  Tab  A. 

With  regard  to  pharmacy  information,  there  is  no  systematized 
information  about  pharmacies  or  the  handling  of  pharmaceutical 
purchasing  for  all  of  these  programs  short  of  canvassing  each 
grantee.  We  are  pursuing  information  for  certain  programs  from 
currently  available  records  and  will  forward  the  results  as  soon  as 
they  become  available. 
Sincerely  yours, 

James  O.  Mason,  M.D.,  Dr.P.H., 

Assistant  Secretary  for  Health. 

Enclosure. 
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Information  About  the  Grantee  Groups 

1.  Section  329  Migrant  Health:  112  grantees;  clinics, 
health  centers,  a  few  State  units  of  government. 

2.  Section  330  Community  Health  Centers:  527  grantees; 
clinics;  health  centers,  a  few  State/local  units  of  govern- 
ment. 

3.  Section  340  Support  (Homeless):  112  grantees;  clinics, 
health  centers,  a  few  State/local  units  of  government. 

4.  ADAMHA  Title  V  or  XIX  Support:  353  grantees  (37 
are  research  grantees);  State/local  units  of  government; 
university  research  centers;  clinics,  and  health  centers. 

5.  Section  1001  Family  Planning  Support:  86  grantees; 
State/local  units  of  government;  private/nonprofit  groups. 

6.  Title  XXVI/Ryan  White  Support:  30  grantees  (this 
number  increased  to  over  150  in  FY  1991);  State/local 
units  of  government,  and  a  few  health  centers. 

7.  Black  Lung  Clinics:  12  grantees;  health  centers.  State/ 
local  units  of  government. 

8.  Section  318  Sexually  Transmitted  Diseases  Clinics:  77 
grantees;  State  government,  and  a  few  local  units  of  gov- 
ernment. 

Section  2141(b)  also  requires  that  a  covered  entity  must  be  "prin- 
cipally engaged  in  the  purpose  for  which  funds  are  provided  under 
this  Act."  However,  there  is  no  requirement  that  a  covered  entity 
receive  a  specific  percentage  of  funding  under  the  PHSA  or  from 
solely  federal  or  other  governmental  sources. 

DISCOUNT  AMOUNT 

Section  2141(c)  provides  for  a  discount  price  that  is  the  lower  of 
the  Federal  Supply  Schedule  (FSS)  price,  or — except  for  generic 
drugs — the  average  manufacturers  price  (amp)  as  defined  in  section 
1927  of  the  Social  Security  Act,  minus  12.5  percent  in  the  first  year 
following  enactment,  and  15  percent  in  the  second  year,  and  there- 
after. The  flat  percentage  reduction  is  identical  to  the  Medicaid 
minimum  rebate  and  is  similarly  adjusted  for  drug,  biological,  and 
birth  control  device  price  increases  which  exceed  the  consumer 
price  index. 

Over-the-counter  drugs  are  subject  to  the  same  flat  rebate 
amount  which  is  provided  under  Section  1927(c)(3)  of  the  Social  Se- 
curity Act  whether  they  are  generic  or  innovator  drugs. 

The  maximum  discount  on  FSS-derived  prices  is  not  required  to 
exceed  25  percent  below  amp  in  the  first  year.  There  is,  however, 
no  limit  on  discounts  that  drug  companies  may  voluntarily  choose 
to  offer  PHSA  clinics.  The  Committee  encourages  manufacturers  to 
offer  discounts  deeper  than  the  minimums  provided  in  this  legisla- 
tion. 

NOMINAL  PRICED  DRUGS 

The  Committee  received  testimony  that  a  survey  of  Title  X 
family  planning  clinics  by  the  Alan  Guttmacher  Institute  found 
that  the  average  price  of  oral  contraceptives  rose  by  42  percent 
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from  1990  to  1991.  Virtually  all  of  these  large  percentage  increases 
were  within  the  nominal  range  (less  that  10  percent  of  amp). 

The  Committee  recognizes  that  many  manufacturers  of  oral  con- 
traceptives have  historically  provided  very  deep  discounts  to  family 
planning  clinics.  However,  large  percentage  price  increases  from 
year  to  year  are  difficult  for  the  clinics  to  sustain.  For  example,  in- 
creases in  the  cost  of  oral  contraceptives  to  the  family  planning 
program  of  the  Mississippi  State  Department  of  Health  will  cost 
the  agency  almost  $250,000  more  in  1991  than  in  1990. 

Section  2141(d)  requires  the  Secretary,  working  cooperatively 
with  the  eligible  clinics,  to  negotiate  or  renegotiate  contracts  for 
drugs,  biologicals,  and  birth  control  devices  which  were  nominally 
priced  to  the  entities  as  of  October  1,  1990.  The  Committee  directs 
the  Secretary  to  attempt  to  restore  prices  to  levels  comparable  to 
those  in  effect  as  of  that  date. 

BID  PROCESS 

Section  2141(f)  requires  the  Secretary  to  establish  a  prime  vendor 
program  as  the  primary  means  of  distributing  drugs  under  this  leg- 
islation. The  Committee  notes  that  the  Department  of  Veterans  Af- 
fairs has  successfully  implemented  a  prime  vendor  program  for  dis- 
tribution of  drugs  to  veterans  hospitals.  The  Committee  directs  the 
Secretary  to  consult  with  the  VA  on  this  matter  and  to  explore  the 
possibility  of  combining  the  two  prime  vendor  programs. 

A  secondary  means  of  drug  distribution  is  directly  from  the  man- 
ufacturer. If  a  manufacturer  chooses  this  alternative,  the  manufac- 
turer is  required  to  pay  the  costs  of  distribution. 

INTERACTION  WITH  THE  MEDICAID  REBATE  PROGRAM 

The  Committee  intends  that  no  discount  price  provided  to  an  eli- 
gible entity  under  this  legislation  result  in  a  new  ''best  price"  for 
calculating  the  Medicaid  rebate  amount.  Therefore,  the  Secretary, 
in  establishing  Medicaid  best  prices,  is  directed  to  disregard  the  dis- 
count prices  provided  to  PHSA  clinics. 

The  Committee  also  intends  that  in  Section  2141(g),  one  rebate  or 
discount  be  provided  by  the  manufacturer  for  a  unit  of  product 
purchased  by  a  PHSA  clinic.  However,  the  Committee  is  aware 
that  these  clinics  are  often  reimbursed  by  state  Medicaid  programs 
on  a  per  visit  or  bundled  basis,  whereby  drug  costs  are  not  broken- 
out  from  the  overall  reimbursement  rate.  Clinics  operating  under 
this  payment  methodology,  need  not  identify  for  state  Medicaid 
programs  drugs  purchased  at  discounts  provided  by  this  legislation. 

VACCINES 

The  Committee  has  recognized  that  shortages  of  federally  pur- 
chased vaccine  at  community  and  migrant  health  centers  has 
placed  a  significant  burden  upon  these  centers  and  compromised 
the  delivery  of  immunization  services  to  the  populations  served.  In 
a  1991  study  of  vaccine  availability  at  health  centers  issued  by  the 
Children's  Defense  Fund,  seventy  percent  of  health  centers  report- 
ed sporadic  or  chronic  shortages  in  vaccine  supply,  and  reported 
buying  vaccine  at  market  prices  to  immunize  their  indigent  popula- 
tions. The  Committee  believes  that  community  and  migrant  health 
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centers  should  receive  the  full  amount  of  vaccine  required  to  im- 
munize their  client  population  under  the  Centers  for  Disease  Con- 
trol bulk  vaccine  purchase  program.  However,  recognizing  limited 
appropriations  for  the  CDC  vaccine  purchase  program,  the  Commit- 
tee intends  to  provide  the  discount  prices  to  PHSA  clinics  who 
must  purchase  additional  vaccine  to  cover  their  service  population. 

ASSURING  PRODUCT  AVAILABILITY 

It  is  the  Committee^s  understanding  that  virtually  all  pharma- 
ceutical companies  will  continue  manufacturing  and  selling  their 
products  to  Public  Health  Service  clinics  despite  the  pricing  con- 
straints imposed  by  enactment  of  this  legislation.  But  the  Commit- 
tee recognizes  the  possibility  that  some  companies  might  choose  to 
discontinue  particular  product  lines;  andf  is  concerned  that  public 
health  not  be  adversely  affected  by  any  such  shifts  in  the  market. 

In  most  instances,  a  manufacturer's  decii^on  to  stop  producing  or 
marketing  a  drug  will  result  in  the  prompt  replacement  of  that 
company  by  another  company  willing  to  sell  the  drug  for  a  dis- 
count price.  But  in  the  case  of  controlled  substances  regulated  by 
the  Drug  Enforcement  Administration  (DEA),  there  might  be  a 
delay  between  one  company's  decision  to  stop  producing  a  drug  and 
another  company's  ability  to  obtain  a  DEA  ''quota"  to  fill  the  void 
in  a  market. 

For  example,  a  small  number  of  companies  currently  manufac- 
ture methadone,  an  £inti-addiction  medication  vital  to  the  treat- 
ment of  heroin  addicts.  A  serious  public  health  risk  would  be  cre- 
ated by  a  sudden  shortage  of  methadone.  The  Committee  expects 
that  the  DEA  would  act  expeditiously  to  approve  a  quota  for  any 
company  seeking  to  enter  the  methadone  market  to  fill  a  void  cre- 
ated by  the  departure  of  another  company  from  the  methadone 
market.  Indeed,  the  Committee  has  received  assurances  in  this 
regard  from  Robert  C.  Bonner,  the  DEA  Administrator,  in  a  letter 
reproduced  below: 

U.S.  Department  of  Justice, 
Drug  Enforcement  Administration, 

Washington,  DC. 

Hon.  Edward  M.  Kennedy, 
U.S.  Senate, 
Washington,  DC. 

Dear  Senator  Kennedy:  This  is  in  response  to  your  letter  of  No- 
vember 18,  1991,  in  which  you  raised  the  issue  of  whether  drug  pro- 
duction limits  (quotas)  could  be  expeditiously  increased  on  metha- 
done following  shifts  in  the  market. 

The  major  limiting  rule  on  the  availability  of  Schedule  II  sub- 
stances is  the  establishment  of  an  Aggregate  Production  Quota  for 
a  given  drug.  This  is  published  in  the  Federal  Register  and  estab- 
lishes the  upper  limit  on  the  amount  of  a  specific  substance  which 
can  be  manufactured.  This  quota  is  divided  among  the  manufactur- 
ers by  a  letter  to  each  company.  These  letters  are  from  a  section 
chief  from  the  Office  of  Diversion  Control,  Quotas  assigned  to  one 
company  can  be  reassigned  to  another  company  by  letter  from  that 
section  chief.  Therefore,  shifts  in  the  market  from  one  company  to 
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another  can  be  handled  quickly  for  the  reassignment  of  quotas.  In 
addition  to  the  possibility  of  shifting  the  quotas,  the  inventory  al- 
lowance given  to  each  manufacturer  gives  considerable  flexibility 
in  making  drugs  available.  Each  quota  includes  an  inventory  allow- 
ance equal  to  approximately  50  percent  of  a  company's  average  es- 
timated net  disposal  for  the  calendar  year.  The  inventory  allow- 
ance should,  by  itself,  cover  the  market  shifts  for  the  year.  If,  how- 
ever, the  inventory  allowance  is  inadequate,  then  the  quotas  can  be 
shifted  between  the  companies  by  reassignment. 

From  the  foregoing,  the  shifts  in  the  market  which  might  be 
caused  by  S.  1729  should  not  pose  problems  for  the  quota  function 
in  the  Drug  Enforcement  Administration. 

If  I  may  be  of  further  assistance,  please  do  not  hesitate  to  contact 
me. 

Very  truly  yours, 

Robert  C.  Bonner, 
Administrator  of  Drug  Enforcement. 

Similarly,  the  Committee  anticipates  that  the  Food  and  Drug  Ad- 
ministration (FDA)  would  act  expeditiously  within  its  statutory  au- 
thority to  assure  that  its  approval  process  for  methadone  dose 
forms  does  not  delay  the  availability  of  methadone  to  drug  treat- 
ment clinics. 

In  short,  the  Committee  expects  that  both  the  DEA  and  the  FDA 
will  take  such  actions  as  are  necessary  to  ensure  that  enactment  of 
S.  1729  does  not  jeopardize  the  continued  availability  of  drugs  or 
biologicals  described  in  section  2141(a)  in  quantities  and  dose  forms 
adequate  to  meet  public  health  needs. 

VI.  Cost  Estimate 

U.S.  Congress, 
Congressional  Budget  Office, 
Washington,  DC,  February  27,  1992. 

Hon.  Edward  M.  Kennedy, 

Chairman,  Committee  on  Labor  and  Human  Resources, 
U.S.  Senate,  Washington,  DC. 

Dear  Mr.  Chairman:  The  Congressional  Budget  Office  has  pre- 
pared the  enclosed  cost  estimate  for  S.  1729,  the  Public  Health 
Clinic  Prudent  Pharmaceutical  Purchasing  Act,  as  ordered  report- 
ed by  the  Senate  Committee  on  Education  and  Labor  on  February 
5,  1992. 

If  you  wish  further  details  on  this  estimate,  we  will  be  pleased  to 
provide  them.  The  CBO  staff  contact  is  Connie  Takata,  who  can  be 
reached  at  226-2820. 
Sincerely, 

Robert  D.  Reischauer, 

Director. 

Enclosure. 

CONGRESSIONAL  BUDGET  OFFICE  COST  ESTIMATE 

1.  Bill  number:  S.  1729. 

2.  Bill  title:  Public  Health  Clinic  Prudent  Pharmaceutical  Pur- 
chasing Act. 
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3.  Bill  status:  As  ordered  reported  by  the  Senate  Committee  on 
Labor  and  Human  Resources  on  February  5,  1992. 

4.  Bill  purpose:  To  require  drug  manufacturers  to  provide  afford- 
able prices  for  drugs  purchased  by  certain  entities  funded  under 
the  Public  Health  Service  Act,  and  for  other  purposes. 

5.  Estimated  cost  to  the  Federal  Government: 

[By  fiscal  years,  in  millions  of  dollars] 

1993  1994  1995  1996  1997 


Estimated  authorization  levels:  Savings  from  drug  discounts   -45       -47       -48       -50  -52 

Estimated  outlays:  Savings  from  drug  discounts   -21       -41       -47       -49  -50 


The  savings  from  this  bill  fall  within  budget  function  550. 

Basis  of  estimate:  S.  1729  would  require  manufacturers  to  pro- 
vide discounted  prices  for  pharmaceuticals  that  are  purchased  by 
certain  Public  Health  Service  (PHS)  entities.  Savings  to  the  federal 
government  would  be  approximately  $45  million  in  fiscal  year  1993. 
CBO  estimated  fiscal  year  1994  through  1997  savings  by  adjusting 
the  fiscal  year  1993  figure  for  projected  inflation. 

The  following  entities  supported  by  the  PHS  would  be  eligible  to 
receive  the  drug  rebate:  community  health  centers,  migrant  health 
centers,  health  care  for  the  homeless  centers,  family  planning  clin- 
ics, sexually  transmitted  disease  clinics,  mental  health  and  sub- 
stance abuse  treatment  programs  funded  under  Titles  V  and  XIX 
of  the  Public  Health  Service  Act,  Ryan  White  AIDS  programs,  pe- 
diatric AIDS  demonstrations,  black  lung  clinics,  public  housing  pri- 
mary health  service  providers,  tuberculosis  clinics,  and  Tribal 
Health  Administration  health  care  providers.  The  federal  govern- 
ment appropriated  $3.6  billion  for  these  programs  in  fiscal  year 
1992. 

The  amount  of  savings  per  entity  depends  on  the  amount  of 
drugs  purchased  out  of  their  appropriation.  According  to  the  staff 
at  the  Health  Resources  and  Services  Administration  (HRSA),  ap- 
proximately 10  percent  of  appropriations  to  support  community, 
migrant,  health  care  for  the  homeless  and  public  housing  health 
centers  are  used  to  purchase  drugs.  In  addition.  Tribal  Health  Ad- 
ministration health  care  providers  and  family  planning  clinics 
spend  approximately  6  percent  of  their  appropriations  on  drugs. 
Sexually  transmitted  disease  clinics  and  tuberculosis  clinics  do  not 
purchase  drugs  with  their  appropriation,  and  therefore  would  not 
benefit  from  the  drug  discounts.  No  data  about  the  drug  budgets 
for  the  mental  and  drug  treatment  programs,  the  Ryan  White  and 
pediatric  AIDS  programs,  or  the  black  lung  clinics  are  currently 
available.  If  these  programs  also  spend  about  10  percent  of  their 
federal  funds  on  drugs,  similar  to  the  health  centers,  then  we  can 
assume  that  $327  million  will  be  expended  on  drugs  this  fiscal 
year. 

CBO  estimates  that  the  proposed  drug  rebate  would  be  about  19 
percent  of  the  drug  manufacturer's  price,  which  is  about  70  percent 
of  the  market  price  currently  paid  by  the  PHS  entities.  Therefore, 
we  estimate  that  this  proposal  would  reduce  the  cost  of  PHS  drug 
purchases  by  approximately  13  percent. 
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This  estimate  assumes  that  all  authorizations  are  fully  appropri- 
ated at  the  beginning  of  each  fiscal  year.  Outlays  are  estimated 
using  spendout  rates  computed  by  CBO  on  the  basis  of  recent  pro- 
gram data. 

6.  Pay-as-you-go  considerations:  The  Budget  Enforcement  Act  of 
1990  sets  up  pay-as-you-go  procedures  for  legislation  affecting 
direct  spending  or  receipts  through  1995.  None  of  the  provisions  of 
S.  1729  would  affect  direct  spending  or  receipts.  Therefore,  this  bill 
has  no  pay-as-you-go  implications. 

7.  Estimated  cost  to  State  and  local  government:  None. 

8.  Estimate  comparison:  None. 

9.  Previous  CBO  estimate:  None. 

10.  Estimate  prepared  by:  Connie  Takata. 

11.  Estimate  approved  by:  C.G.  Nuckols,  Assistant  Director  for 
Budget  Analysis. 

VII.  Regulatory  Impact  Statement 

In  accordance  with  paragraph  lib  of  rule  XXVI  of  the  Standing 
Rules  of  the  Senate,  the  following  statement  of  the  regulatory 
impact  is  made: 

The  Committee  has  determined  that  this  bill  will  result  in  a 
slight  increase  in  regulatory  burden  and  paperwork  for  the  Public 
Health  Service  covered  entities  and  drug  manufacturers  related  to 
the  prescription  drug  discount  program. 

VIII.  Changes  in  Existing  Law 

In  compliance  with  rule  XXVE,  paragraph  12  of  the  Standing 
Rules  of  the  Senate,  the  following  provides  a  print  of  the  statute  or 
the  part  or  section  thereof  to  be  amended  or  replaced  (existing  law 
proposed  to  be  omitted  is  enclosed  in  black  brackets,  new  matter  is 
printed  in  italic,  existing  law  in  which  no  change  is  proposed  is 
shown  in  roman): 

Public  Health  Service  Act 
*  *  *  *  *  *  * 

TITLE  XXI— VACCINES  AND  CERTAIN  DRUG 
PURCHASES 

PART  D— GENERAL  PROVISIONS 

******* 

PART  E^DISCOUNTS  FOR  THE  PURCHASE  OF  CERTAIN 

DRUGS 

SEC.  2141.  DISCOUNTS  FOR  THE  PURCHASE  OF  CERTAIN  DRUGS. 

(a)  Requirement. — An  entity  that  receives  funds  under  this  Act 
may  not  purchase  any  drug  or  biological  described  in  this  section 
that  is  produced  by  a  manufacturer  unless  the  manufacturer  enters 
into  a  written  agreement  with  the  Secretary  that  requires  the  manu- 
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facturer  to  provide  a  discount  price,  as  determined  under  subsection 
(c)(1)(A),  to  the  covered  entity  for  the  purchase  of  drugs  as  described 
in  subsection  (b)  or  the  manufacturer  enters  into  a  negotiated  agree- 
ment under  subsection  (c)(1)(B)  or  (d). 

(b)  Covered  Entities. — A  drug  of  the  type  described  in  subsection 
(a)  shall  be  a  drug  as  defined  in  section  1927(k)(2)  of  the  Social  Se- 
curity Act,  and  any  over  the  counter  drug,  birth  control  device,  or 
vaccine  that  is  purchased  and  dispensed  by,  or  under  a  contract  en- 
tered into  for  on-site  pharmacy  services  with — 

(1)  a  migrant  health  center  receiving  assistance  under  section 
329; 

(2)  a  community  health  center  receiving  assistance  under  sec- 
tion 330; 

(3)  an  entity  receiving  assistance  under  section  340; 

(4)  an  alcohol  or  drug  treatment  entity  or  mental  health 
entity  receiving  assistance  under  title  V  or  title  XIX; 

(5)  a  family  planning  project  described  in  section  1001; 

(6)  an  entity  receiving  assistance  under  title  XXVI; 

(7)  a  black  lung  clinic  authorized  under  this  Act; 

(8)  a  clinic  that  treats  sexually  transmitted  diseases  and  is 
authorized  under  section  318; 

(9)  an  entity  receiving  funds  to  provide  primary  health  serv- 
ices to  residents  of  public  housing  under  section  340A; 

(10)  a  non-Federal  entity  authorized  under  the  Indian  Self- 
Determination  Act;  and 

(11)  a  tuberculosis  clinic  receiving  assistance  under  section 
317(j)(2)  or  317(k)(2); 

or  purchased  or  dispensed  by  any  satellite  entity  of  any  of  the  enti- 
ties described  in  paragraphs  (1)  through  (11),  and  used  for  the  pur- 
pose for  which  funding  is  provided  for  such  entities  pursuant  to  this 
section  as  specified  in  paragraphs  (1)  through  (11).  This  section 
shall  apply  to  an  entity  only  if  it  is  principally  engaged  in  the  pur- 
pose for  which  funding  is  provided  under  this  Act.  An  entity  with 
respect  to  which  funds  are  provided  under  this  Act  and  which  is  a 
distinct  part  of  a  larger  organization  (whether  or  not  it  is  legally 
distinct)  shall  be  treated  as  a  separate  entity  for  purposes  of  this  sec- 
tion. 

(c)  Amount. — 

(1)  In  general. — The  discount  price  described  in  subsection 
(a)  shall  be — 

(A)  equal  to — 

(i)  the  price  of  the  same  type  of  drug  or  biological 
product  procured  by  the  Department  of  Veterans  Af- 
fairs that  is  listed  under  and  purchased  off  of  the  Fed- 
eral Supply  Schedule  of  the  General  Services  Adminis- 
tration; or 

(ii) (I)  the  average  manufacturers  price  of  the  drug  or 
biological,  as  defined  under  section  1927  of  the  Social 
Security  Act,  for  the  quarter  ending  3  months  prior  to 
the  quarter  in  which  such  computation  is  made,  or 
such  other  period  as  determined  appropriate  by  the  Sec- 
retary; plus  or  minus 

(II)  the  product  of  the  average  manufacturers  price 
(as  defined  in  subclause  (I))  and  the  percentage  increase 


or  decrease  in  the  manufacturers  wholesale  list  price 
(that  price  charged  wholesalers  by  manufacturers  for 
such  drug  or  biological  and  published  periodically  by 
such  manufacturers)  of  such  drug  or  biological  over  the 
previous  two  quarters;  less 

(III)  the  minimum  flat  percentage  rebate  amounts 
specified  under  section  1927(c)  of  the  Social  Security 
Act  applicable  to  classes  of  drugs  as  defined  under  sec- 
tion 1927(k)  of  the  Social  Security  Act,  except  that  non- 
innovator  multiple  source  drugs  (as  defined  under  sec- 
tion 1927(kX7XAXiii)  of  such  Act)  shall  not  be  subject 
to  such  minimum  percentage  rebate  amount;  or 
(B)  the  price  negotiated  with  or  on  behalf  of  the  covered 
entity  making  the  purchase; 
whichever  is  lowest 

(2)  Maximum  discount. — A  discount  provided  pursuant  to 
paragraph  (l)(A)(i)  shall  not  exceed — 

(A)  25  percent  of  the  amount  determined  under  para- 
graph (l)(A)(ii)  (I)  and  (II)  with  respect  to  such  drug  or  bio- 
logical for  the  first  year  following  the  date  of  enactment  of 
this  section;  and 

(B)  25  percent  of  the  amount  determined  under  para- 
graph (l)(A)(ii)  (I)  and  (II)  with  respect  to  such  drug  or  bio- 
logical, increased  in  the  second  and  each  subsequent  year 
following  the  date  of  enactment  of  this  section  based  on  the 
percentage  point  increase  in  the  Consumer  Price  Index, 

(3)  No  PROHIBITION  ON  LARGER  DISCOUNTS. — Nothing  in  this 
section  shall  prohibit  a  manufacturer  from  providing  a  dis- 
count that  is  greater  than  the  discount  required  under  this  sec- 
tion. 

(d)  Negotiation  of  Certain  Contracts. — With  respect  to  drugs 
or  biologicals  that  the  Secretary  determines  were  nominally  priced 
(those  that  have  a  cost  to  the  covered  entities  that  is  less  than  10 
percent  of  the  average  manufacturers  price  for  such  drug  or  biologi- 
cal) as  of  October  1,  1990,  the  Secretary  shall,  on  behalf  of  and  in 
cooperation  with  covered  entities  receiving  assistance  under  this  sec- 
tion as  described  in  subsection  (b),  negotiate  new  contracts  or  renego- 
tiate current  contracts,  within  60  days  after  the  date  on  which  such 
negotiations  begin,  for  drugs  and  biologicals  purchased  or  dispensed 
by  such  entities  with  view  toward  achieving  the  lowest  possible 
price.  Covered  entities  may  elect  to  opt-out  of  the  provisions  of  this 
subsection  with  respect  to  the  Secretary's  duty  to  negotiate.  The  lim- 
itations contained  in  subsection  (cX2)  shall  not  apply  to  contracts 
negotiated  or  renegotiated  under  this  subsection. 

(e)  Certification  of  Eligible  Entities. — 

(1)  Development  of  process. — Not  later  than  60  days  after 
the  date  of  enactment  of  this  section,  the  Secretary  shall  devel- 
op and  implement  a  process  for  the  certification  of  entities  that 
are  eligible  to  receive  the  discounts  provided  for  under  this  sec- 
tion. 

(2)  Inclusion  of  purchase  information. — The  process  devel- 
oped under  paragraph  (1)  shall  include  a  requirement  that  an 
entity  applying  for  certification  under  such  paragraph  submit 
information  to  the  Secretary  concerning  the  amount  such  entity 
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expended  for  drugs  and  biologicals  in  the  preceding  year  so  as 
to  assist  the  Secretary  and  drug  manufacturers  in  evaluating 
the  validity  of  the  entity's  subsequent  purchases  of  drugs  and 
biologicals  at  discounted  prices. 

(3)  Criteria. — The  Secretary  shall  submit  to  all  drug  and  bi- 
ological manufacturers  a  description  of  the  criteria  for  eligibil- 
ity for  discounts  under  this  section  and  the  certification  process 
developed  under  paragraph  (1). 

U)  List  of  purchasers  and  dispensers. — The  certification 
process  developed  by  the  Secretary  under  paragraph  (1)  shall  in- 
clude procedures  under  which  each  State  shall,  not  later  than 
30  days  after  the  submission  of  the  descriptions  under  para- 
graph (3),  prepare  and  submit  a  report  to  the  Secretary  that  con- 
tains a  list  of  those  entities  in  the  State  that  purchase  and  dis- 
pense drugs  and  biologicals  and  are  provided  with  assistance 
under  part  B  of  title  XIX. 

(5)  Recertification. — The  Secretary  shall  require  the  recerti- 
fication  of  eligible  entities  on  a  not  more  frequent  than  annual 
basis,  and  shall  require  that  such  entities  submit  information 
to  the  Secretary  to  permit  the  Secretary  to  evaluate  the  validity 
of  subsequent  purchases  by  such  entities  in  the  same  manner  as 
that  required  under  paragraph  (2). 

(f)  Bid  Process. — Not  later  than  90  days  after  the  date  of  enact- 
ment of  this  section,  the  Secretary,  in  consultation  with  the  Secre- 
tary of  Veterans  Affairs,  shall  develop  and  implement  a  bid  process 
to  establish  a  prime  vendor  program  under  which  covered  entities 
compensate  wholesalers  for  distribution  and  related  services  to  fa- 
cilitate drug  purchases  to  which  discounts  will  apply  under  this  sec- 
tion. In  order  to  qualify  for  benefits  under  such  program,  distribu- 
tion with  respect  to  drug  purchases  must  be  made  through  wholesal- 
ers. If  a  manufacturer  distributes  drugs  or  biologicals  to  which  this 
section  applies  directly  to  a  covered  entity,  such  manufacturer  shall 
be  responsible  for  the  distribution  costs  incurred. 

(g)  Relation  to  Social  Security  Act.— A  drug  manufacturer 
may  not  be  required  to  pay  a  rebate  under  section  1927  of  the  Social 
Security  Act  or  any  other  government  program  with  respect  to  a 
drug  or  biological  dispensed  to  an  individual  receiving  services  from 
a  covered  entity  if  such  manufacturer  has  provided  a  discount 
under  this  section  to  the  covered  entity  for  such  drug  or  biological. 
When  seeking  reimbursement  under  title  XIX  of  such  Act  for  a  drug 
or  biological  dispensed,  a  covered  entity  shall  notify  the  State  Med- 
icaid agency  if  the  covered  entity  received  a  discount  on  the  drug  or 
biological  under  this  section. 

(h)  Report. — Not  later  than  18  months  after  the  date  of  enact- 
ment of  this  section,  the  Secretary  shall  prepare  and  submit  to  the 
appropriate  committees  of  Congress  a  report  that  shall  contain — 

(1)  a  description  of  the  drugs  or  biologicals  purchased  under 
agreements  entered  into  under  this  section  and  the  amounts  of 
such  purchases; 

(2)  an  assessment  of  the  effectiveness  of  the  discount  program 
under  this  section,  including  the  savings  achieved  and  the  ad- 
ministrative costs  associated  with  such  program; 

(3)  recommendations  for  legislation  that  would  improve  such 
program;  and 
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(k)  any  other  information  determined  appropriate  by  the  Sec- 
retary. 

(i)  Prohibition  on  Resale. — A  covered  entity  that  receives  a  dis- 
count under  this  section  for  the  purchase  of  a  drug  or  biological 
may  not — 

(V  resell  or  otherwise  transfer  such  drug  or  biological  to  a 
person  other  than  a  patient  of  the  covered  entity; 

(2)  purchase  such  drug  or  biological  on  behalf  of  an  entity 
that  is  considered  a  separate  entity  under  subsection  (b)  or  on 
behalf  of  any  person  other  than  the  covered  entity;  or 

(S)  dispense  or  administer,  directly  or  through  a  contract, 
such  drug  or  biological  to  an  individual  who  is  not  receiving 
the  drug  or  biological  as  a  patient  of  the  covered  entity. 
A  covered  entity  found  to  have  sold  a  drug  in  violation  of  this  sub- 
section shall  be  subject  to  a  civil  penalty  in  the  amount  of  $25,000 
for  each  such  violation, 
(j)  Applica  tion  of  Section.  — 

(V  Initial  year. — The  provisions  of  subsection  (a)  shall  not 
apply  to  covered  entities  and  manufacturers  during  the  1-year 
period  beginning  on  the  date  of  enactment  of  this  section. 

(2)  Subsequent  years. — Subsequent  to  the  period  referred  to 
in  paragraph  (1),  if  the  Secretary  determines  that  the  number  of 
manufacturers  that  have  entered  into  agreements  of  the  type  de- 
scribed in  subsection  (a)  is  comparable  to  the  number  of  manu- 
facturers providing  rebates  under  section  1927  of  the  Social  Se- 
curity Act,  the  Secretary  shall  waive  the  requirements  of  this 
section.  If  the  Secretary  determines  at  any  time  after  such 
period  that  the  number  of  manufacturers  entering  into  such 
agreements  is  not  so  comparable,  the  Secretary  shall  enforce  the 
provisions  of  subsection  (a)  with  respect  to  manufacturers  and 
covered  entities, 
(k)  Dispute  Resolution. — 

(1)  Application. — This  subsection  shall  apply  when  a  manu- 
facturer that  is  subject  to  an  agreement  under  this  section,  or 
when  a  covered  entity,  believes  that — 

(A)  information  utilized  under  this  section  with  respect  to 
such  manufacturer  or  covered  entity  is  inaccurate,  incom- 
plete, or  discrepant  in  a  material  respect;  or 

(B)  the  Secretary  has  breached  the  discount  agreement 
with  respect  to  such  manufacturer  or  covered  entity  in  any 
material  respect. 

(2)  Notice. — If  a  manufacturer  determines  that  a  dispute 
may  exist  with  respect  to  any  of  the  matters  described  in  para- 
graph (1),  such  manufacturer  shall  provide  prompt  notice  of  the 
disputed  item  to  the  Secretary.  Such  notice  shall  describe  the 
disputed  item  in  sufficient  detail  to  permit  the  Secretary  to  un- 
derstand the  issue,  prepare  a  response,  and  participate  in  nego- 
tiations with  the  manufacturer  concerning  such  dispute. 

(3)  Best  efforts  at  resolution. — The  Secretary  and  a  man- 
ufacturer submitting  a  notice  described  in  paragraph  (2)  shall 
utilize  their  best  efforts  to  resolve  the  dispute  informally  within 
60  days  of  the  Secretary's  receipt  of  such  notification. 

(4)  Failure  to  resolve. — If  the  Secretary  and  a  manufactur- 
er submitting  a  notice  under  paragraph  (2)  are  unable  to  resolve 
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the  dispute  through  the  informal  process  undertaken  under 
paragraph  (3)  within  the  period  specified  in  such  paragraph, 
the  Secretary  shall  appoint  a  hearing  officer  to  conduct  a  hear- 
ing concerning  the  dispute,  either  on  the  record  or  through  the 
presentation  of  testimony. 
(5)  Hearing. — 

(A)  Conduct. — A  hearing  shall  be  conducted  not  earlier 
than  SO  days  after  notice  of  such  hearing  is  provided  to  the 
parties  by  the  hearing  officer  appointed  under  paragraph 

ai 

(B)  Recommendation. — Not  later  than  10  days  after  the 
close  of  a  hearing  conducted  under  this  paragraph,  the 
hearing  officer  shall  issue  a  recommended  decision. 

(C)  Decisions. — The  decision  of  a  hearing  officer  under 
subparagraph  (B)  shall  be  based  upon  the  evidence  present- 
ed at  the  hearing  or  otherwise  included  in  the  hearing 
record.  Such  decision  shall  be  made  in  writing  and  shall 
contain  findings  of  fact  and  statement  of  reasons.  A  copy  of 
such  decision  shall  be  mailed  to  each  party  to  the  hearing. 

(D)  Submissions. — Not  later  than  30  days  after  receiving 
a  copy  of  the  hearing  officer's  recommendation  under  sub- 
paragraph (C)y  a  party  to  the  hearing  may  file  a  written 
submission  in  support  of  the  position  of  such  party. 

(E)  Final  decision. — Not  later  than  60  days  after  the  is- 
suance of  a  recommendation  under  subparagraph  (B),  the 
Secretary  shall  issue  a  final  decision  with  respect  to  the 
dispute  involved.  If  such  decision  is  adverse  to  the  manu- 
facturer, the  manufacturer  may  seek  such  any  judicial 
review  available  under  Federal  law. 

(F)  Suspension  of  discount. — A  manufacturer's  obliga- 
tion to  provide  a  discount  with  respect  to  that  quantity  of  a 
drug  or  biological  that  is  the  subject  of  a  dispute  under 
this  paragraph  shall  be  suspended  until  the  Secretary  has 
made  a  final  decision  under  subparagraph  (E).  Once  the 
Secretary  issues  a  final  decision  with  respect  to  such  dis- 
pute that  is  adverse  to  the  manufacturer,  the  discount  price 
determined  by  the  Secretary  under  such  decision  shall 
apply  retroactively  to  the  date  on  which  such  dispute  arose. 

(I)  Audits. — The  Secretary  and  the  manufacturer  of  a  drug  or  bio- 
logical to  which  a  discount  has  been  applied  under  this  section  may 
perform  audits  under  this  section.  The  Secretary,  covered  entities, 
wholesalers,  and  such  manufacturers  shall  make  available  the 
statements  and  information  utilized  in  making  determination  under 
such  subsection  and  such  underlying  records  as  may  exist.  Adjust- 
ments to  discounts  shall  be  made  to  the  extent  that  information  in- 
dicates that  the  number  of  units  of  a  drug  or  biological  purchased 
by  such  covered  entities  or  the  prices  provided  by  the  manufacturer 
were  greater  or  lesser  than  previously  specified.  The  manufacturer 
may  only  audit  those  records  relating  to  their  products. 

(m)  Confidentiality. — All  information  contained  in  any  state- 
ments, information  or  records  provided  or  made  available  by  a  man- 
ufacturer or  a  wholesaler  to  the  Secretary  or  a  hearing  officer  under 
this  section  shall  remain  confidential. 

(n)  Definition. — As  used  in  this  section: 
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(1)  Covered  entity. — The  term  ''covered  entity''  means  an 
entity  described  in  any  of  paragraphs  (1)  through  (11)  of  subsec- 
tion (b). 

(2)  Over  the  counter  drug. — The  term  ''over  the  counter 
drug''  means  a  drug  that  may  be  sold  without  a  prescription 
and  which  is  prescribed  by  a  physician  (or  other  persons  author- 
ized to  prescribe  such  drug  under  State  law).  Such  drugs  shall 
be  subject  to  a  discount  based  on  the  amount  of  the  rebate  pro- 
vided under  section  1927(c)(3)  of  the  Social  Security  Act. 
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